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Dear M r. Young: 

During an inspection of your plasmapheresis center, located at 1602 North Woodbine 
Street, St. Joseph, Missouri on January 13 to 28, 2003, our investigators documented 
deviations from Section 501(a)(2)(B) of the Federal Food, Drug, and Cosmetic Act (the 
Act) and the Current Good Manufacturing Practice (CGMP) regulations for blood and 
blood components and finished pharmaceuticals under Title 2 1, Code of Federal 
Regulations (CFR), Parts 210-211 and 600-680. 

Our investigators documented deficiencies relating to your firm ’s failure to follow 
written standard operating procedures (SOPS) [21 CFR 211.100 and 606.100]. 

1. Specifically, employees did not always follow instructions in the Autopheresis-C 
Plasmapheresis Operator’s Manual (Topic 2 Safety, pg. 2.10) which provides 
instructions on what to do when red cells/hemoglobin is confirmed in the 
reservoir. For example: 

l On three separate dates in October and December, 2002, three donations 
led to destruction of the plasma units due to the presence of red cells in 
the bottles. At least one of the donations had red cells returned to the 
donor. The remaining two donations were documented as “No RBC 
loss”, which may indicate red cells were also returned. 

Deficiencies were also documented relating to your firm ’s training of personnel 
responsible for the collection of blood or blood components [21 CFR 606.20(b) and 
2 11.25(a)l. 
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1 . E m p loyee  t ra in ing fo r  h e m o g l o b i n  d e tect  a la rms  h a s  n o t i nc l uded  th e  safety r isks 
invo lved  wi th re tu rn ing  h e m o l y z e d  cel ls  to  d o n o r s , o r  th e  ski l ls necessary  to  
i d e n tify h e m o l y z e d  cel ls  du r i ng  a  d o n a tio n . 

2 . Cer ta in  e m p l o y e e s  w h o  w e r e  in te rv iewed cou ld  n o t p rov ide  th e  correct  
p r o c e d u r e  to  fo l l ow  w h e n  red  b l o o d  ce l l s /hemog lob in  is o b s e r v e d  in  th e  p l a s m a  
l ine  o r  b o ttle . 

Y o u r  firm  repor ted  th r e e  B l o o d  P roduct  Dev ia t ion  repor ts  to  th e  U .S . F o o d  a n d  D r u g  
A d m inistrat ion (FDA),  b e tween  M a y  4  a n d  O c to b e r  8 , 2 0 0 2 , in  excess  o f 4 5  days  o f 
d i scover ing  th e  e v e n ts [2  1  C F R  6 0 6 .171(c) ] .  

T h e  a b o v e  dev ia t ions  a re  n o t i n tended  to  b e  a n  a l l - inc lus ive list o f d e f ic ienc ies a t you r  
faci l i ty. It is you r  respons ib i l i ty  to  e n s u r e  th a t a l l  sou rce  p l a s m a  p r o d u c e d  a n d  i ssued  
by  your  p l asmaphe res i s  c e n ters  is in  comp l i ance  wi th th e  A c t a n d  wi th th e  C G M P  
regu la t ions.  Y o u  shou ld  ta k e  p r o m p t ac t ion  to  correct  th e s e  dev ia t ions.  Y o u r  fa i lu re  to  
correct  th e s e  dev ia t ions  m a y  resul t  in  regu la tory  ac t ion  b e i n g  ta k e n  by  F D A  wi thout  
fur ther  n o tice. Poss ib le  ac t ions  i nc lude  l i cense  suspens ion  a n d /o r  revocat ion,  se izure,  
a n d /o r  in junct ion.  

W e  a re  in  rece ip t  o f a  letter f rom M r. J o h n  K . M c V e y , d a te d  Februa ry  3 , 2 0 0 3 , wh i ch  is 
h is  r e s p o n s e  to  th e  inspec t iona l  observa t ions  d i scussed  wi th pe r sonne l  a t th e  conc lus ion  o f ’ 
th e  inspect ion.  W e  h a v e  rev iewed  th is  response ,  a n d  n o te  M r. M c V e y  h a s  c o m m i tte d  to  a  
n u m b e r  o f correct ive ac t ions  to  add ress  th e  observat ions ,  i nc lud ing  re- t ra in ing o f cur rent  
staff, in terna l  a u d i ts a t c e n ters  th a t u s e  th e  A u topheres i s -C  inst rument ,  a n d  i m p l e m e n ta tio n  
o f a  Correct ive  A c tio n /P revent ive  A c tio n  p l a n  to  add ress  th e  time l y  repor t ing  o f B l o o d  
P roduct  Dev ia t ions.  

In  a d d i tio n , w e  h a v e  th e  fo l l ow ing  speci f ic  c o m m e n t o n  th e  r e s p o n s e  to  O b s e r v a tio n  # 2 : 

Th is  observa t ion  c o n c e r n e d  e m p l o y e e  t ra in ing rega rd ing  h e m o g l o b i n  d e tect  a la rms,  n o t 
i nc lud ing  th e  safety r isks invo lved  wi th re tu rn ing  h e m o l y z e d  cel ls  to  d o n o r s , a n d  th e  
in terv iew o f fou r  e m p l o y e e s  w h o  cou ld  n o t p rov ide  th e  correct  p rocedure .  M r . 
M c V e y ’s r e s p o n s e  to  th is  w a s , in  part ,  “T h e  M w x l g e m e n t T e a m  exp ressed  conce rn  th trt th e  
observ t r t ion m a y  b e  s o m e w h u t m is lead ing.  ” 

Dur i ng  th e  c loseout  m e e tin g  a t th e  conc lus ion  o f th e  inspect ion,  o u r  invest igator  i n fo rmed  
th o s e  p r e s e n t ( inc lud ing  M r. M c V e y  by  te lecon fe rence)  th a t fou r  e m p l o y e e s  w e r e  
in te rv iewed du r i ng  th e  cou rse  o f th e  inspect ion.  R e l e v a n t remarks  o b ta i n e d  du r i ng  th o s e  
in terv iews w e r e  d o c u m e n te d  in  A ffidavi ts wh ich  m a n a g e m e n t re iksed to  r e a d  o r  s ign.  T h e  
invest igator  s ta ted th a t n o n e  o f th e  th r e e  P h l e b o tomis ts  cou ld  rec i te th e  p rope r  p r o c e d u r e  fo r  
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handling a hemoglobin detect alarm. Their responses either compromised an incorrect 
method, or continuation of the donation without investigation. The Processing Technologist 
stated she was unaware that the Bayer acceptance chart was to be used on frozen plasma, or 
that lipemic plasma was to be destroyed. 

We request that you notify this office in writing, within fifteen (15) working days of receipt 
of this letter, of specific steps you have taken to correct these deviations, in addition to 
those covered in Mr. McVey’s February 3 letter. If you cannot complete corrections 
within 15 working days, state the reason for the delay and the time period within which 
corrections will be completed. 

Your reply should be addressed to Clarence R. Pendleton, Compliance Officer, at the 
above address. 

acerely , 

District Director 
Kansas City District 

cc: Sharon L. Weston 
Center Manager 
BioLife Plasma Services L.P. 
1602 N. Woodbine St. 
St. Joseph, MO 64506 

John K. McVey, Senior Director 
Quality Assurance & Regulatory Affairs 
BioLife Plasma Services L.P. 
1435 Lake Cook Road 
Deer-field, IL 600 15 


